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Art Unit: 1811 



DETAILED ACTION 



Claim Objections 



1. Claims 1 and 19 are objected to because of the following informalities: in line 6, Applicant 
has omitted the number of carbon atoms, which the Examiner believes should be --7--. 
Appropriate correction is required. 



2. Claims 13, 14, 15 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

In claim 13, substituent "Q" is not defined. Accordingly there is no antecedent basis for 
substituent "Q" in claims 14 and 15. 



3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 1 02 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 



4. The factual inquiries set forth in Graham v. John Deere Co., 148 USPQ 459, that are 
applied for establishing a background for determining obviousness under 35 U.S.C. 103(a) are 



Claim Rejections - 35 USC §112 



Claim Rejections - 35 USC § 103 



summarized as follows: 
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1. Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness or 

unobviousness. 

5. Claims 1, 12, 17, 18, 19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rivier et al., 5,506,207 in view of Hoeger et al. 5,296,468. 

Rivier et al. teach Applicant's claimed GNRH antagonists and pharmaceutical compositions 
thereof, wherein said antagonists are useful for inhibiting the secretion of gonadotropins in 
mammals. Specifically, the peptides at position 5 and 6 contains Aph which may be substituted 
with an acyl group, i.e. formyl or atz (3-amino 1,2,4 triazole). Please refer to col. 5, lines 10-40 ; 
col. 7, lines 20-30; col. 18, line 66 to col. 19 line 30; claim 15. 

Rivier does not disclose that Aph may be substituted with C(0)NHR, i.e carbamoyl. For this 
feature the Examiner refers to Hoeger et al., which teaches similar GNRH antagonists wherein at 
positions 5 and 6 the Aph is substituted with C(0)NHR2, wherein R2= H or alkyl group. Please 
refer to col. 3, lines 3-45; col. 10, lines 9-35. Rivier et al. also disclose pharmaceutical 
compositions of said peptide antagonists useful for inhibition or control of gonadal activity. Please 
see col. 28, lines 35-43. 

It would have been obvious to one of ordinary skill in the art to modify the peptides of Rivier to 
additionally substitute Aph at positions 5 and 6 with C(0)NHR2 because both Rivier and Hoeger 
have established that such modifications are known in the art and as Rivier states at col. 20, 
lines 1-4, such modifications , "known in the art", would not be expected to alter the 
effectiveness of the peptides as GNRH antagonists. 



Serial Number: 08/837,042 
Art Unit: 1811 



Page 4 



6. Claims 1, 12, 17, 18, 19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rivierinviewof Hoeger as applied to claims 1, 12, 17, 18, 19 above, and further in view of Jiang 
et al. 

Rivier and Hoeger as applied above. 

Rivier and Hoeger do not teach Amf(4-aminomethyl Phe) as an amino acid for positions 5 
and 6, Yet, Jiang discloses GNRH antagonists which contain Amf(4-aminomethyl Phe) at 
positions 5 and 6. Please see the abstract. 

It would have been obvious to one of ordinary skill in the art to modify the peptides of Rivier 
and Hoeger to additionally substitute Amf at positions 5 and 6 because Rivier, Hoeger and Jiang 
have established that such modifications are known in the art and as Rivier states at col. 20, 
lines 1-4, such modifications or substitutions , "known in the art", would not be expected to alter 
the effectiveness of the peptides as GNRH antagonists. Finally, Amf appears to be a homologue 
of Aph in that a methyl group is inserted between the benzene ring and the amino group. It is 
held that "compounds which are homologues (compounds differing regularly by the successive 
addition of the same chemical group, e.g. by -CH 2 - groups) are generally of sufficiently close 
structural similarity that there is a presumed expectation that such compounds possess similar 
properties". In re Wilder 563 F.2d 457, 195 USPQ 426 (CCPA 1977). Also please refer to MPEP 
2144.09, page 2100-123, first column, second full paragraph. 

7. Claims 2-11,16 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

8. Claim 20 is free from the prior art because the prior art does not teach substitution of Aph 
or Amf at positions 5 and 6 with UD Hor or D/L imz. 
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Conclusion 

9. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Yanaihara et al., Biochem. Biophvs. Res. Commun. . (1973), 51(1), 165-73. 
Haviv et al. 5,491,217. 
Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Cybille Delacroix-Muirheid whose telephone number is (703) 306-3227. 
The examiner can normally be reached on Tue-Fri from 8:30 to 6:00. The examiner can also be 
reached on alternate Mondays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang, can be reached on (703) 308-0254. The fax phone number for this 
Group is (703) 308-4242. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (703) 308-0196. 





Sep. 26, 1997 




